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DETAILED ACTION 

1 . This action is responsive to the amendment filed on 01/29/2010 and the RCE 
filed on 02/26/2010. Claims 1 and 4-17 are pending. Claims 1 and 17 are independent. 
Claims 2 and 3 are cancelled. 

Continued Examination Under 37 CFR 1.114 

2. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
01/29/2010 has been entered. 

Claim Objections 

3. Claims 1 and 4-17 are objected to because of the following informalities: 

a) In the fifth paragraph of claim 1 , the phrase "push the edge of at the rear end" 
is grammatically incorrect. 

b) In the six paragraph of claim 1 , a phrase "configured to be" should be inserted 
before the limitations "maintained by the internal wall of the inner sheath." 

c) In the seventh paragraph of claim 1, the limitation "to slide" should be 
corrected to "to be slidable." 

d) In the 7 paragraph of claim17, the phrase "upon contact with the segment" is 
grammatically incorrect. 

Appropriate correction is required. 
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Claim Rejections - 35 USC §112 

4. Claims 1 and 4-1 7 fails the 3-prong analysis set forth in the MPEP 2181 and will 
not be treated under 35 USC 112 sixth paragraph since the recitations "means for 
opening the nose" in claims 1 and 10 and "means for translation" in claims 1 and 17 are 
modified by sufficient structures for achieving the specified function. 

5. Claim 13 is being treated under 35 USC 112 sixth paragraph, in which the 
"means of adjusting" requires a grip as supported by applicant's specification (Para. 
[0087]). 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 1 and 4-1 6 are rejected under 35 U.S.C. 1 1 2, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

a) In lines 2 and 5 of the fourth paragraph of claim 1 , the limitation "the auto- 
expandable element" is being unclear as to refer to which of the first and second 
auto-expandable element. 

b) In the fifth paragraph of claim 1 , it is unclear on what component of the device 
that the inner sheath is mounted. 

c) In the seventh paragraph of claim 1 , the recitation "at the end furthest from the 
intermediate section" is being unclear at the end of what component. 
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Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

10. Claims 1 and 4-17are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Lindenberg et al (US Pat. No.: 5,433,723) in view of Garza et al (US Pat. No.: 
4,665,918) and Martinez et al (US Pat. No.: 5,593,412). 

In regard to Claims 1 and 17, Lindenberg et al discloses an implant delivery 
system, comprising: a vessel dilation device (Fig. 1) with an outer envelope (2); an 
implant (1), the implant includes an auto-expandable element (the distal end of the 
endoprosthesis 1 , Col. 4, lines 25-29) which presses against the internal wall of the 
outer envelope (Fig. 1); the implant includes a second, hollow expandable element (the 
proximal end of the endoprosthesis 1) and a hollow intermediate section (the 
intermediate section of the endoprosthesis 1 is deformable by twisting since it is an 
expandable and bendable stent); a grip (5) that is an integral part of the outer envelope; 
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a removable spacer (9), a plunger (3), a grip (12) that is an integral part of the plunger, 
and a central channel (Fig. 1 ) along the line of the outer envelope. 

Lindenberg et al does not appear to disclose an inner sheath slidably disposed 
inside the outer envelop and outside the plunger, a grip that is an integral part of the 
inner sheath, and that the outer envelope has a tapered end piece and detailed 
structures of the end piece. 

However, Garza et al teaches a stent delivery system comprising: an outer 
sheath 78) connected to a grip (86), an inner sheath (50) connected to a grip (64) and 
slidably disposed inside the outer sheath, a plunger (the portion 18 defined from 22 to 
26) connected to a grip (30) and slidably disposed inside the inner sheath and a spacer 
between each grip (Figs. 1-1 3b). Furthermore, Martinez et al teaches an implant 
delivery system, comprising of an outer envelope (sheath, 18, Fig. 1) having a tapered 
end piece (distal end portion 32 is tapered, Fig. 1 ) at the distal end of the outer 
envelope and an implant have expandable portion (stent, Fig. 10) that is pressed 
against the sheath and is in contact with the internal wall of a nose, whereby the end 
piece consists of the nose (the tapered distal end portion 32 is nose, Fig. 1) and means 
for opening the nose, consisting of at least two longitudinal slots (weakened areas, 41- 
45, Fig. 2A) which divide the nose into several segments (sections, 51-55, Fig. 2A), 
nose segments are joined as required along the slots when the nose is closed (Fig. 2A, 
the nose segments are joint by connector as shown in Fig. 2A); temporary connector by 
slots between segments (Fig. 2A, the nose segments are joint by connector as shown in 
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Fig. 2A); and the nose includes a central residual passage (central opening, 50, Fig. 
2A). 

Lindenberg et al, Garza et al, and Martinez et al are analogous art because they 
are from the same field of endeavor, implant delivery system. 

At the time of the invention, it would have been obvious to one of ordinary skill in 
the art, having the teachings of Lindenberg et al, Garza et al, and Martinez et al before 
him or her, to modify sheath and plunger of the implant delivery system of Lindenberg et 
al to include an inner sheath connected to a grip and slidably disposed inside the outer 
sheath, that plunger to be connected to a grip and slidably disposed inside the inner 
sheath, and a spacer between each grip as taught by Garza et al and to modify the 
distal end of the outer envelope of Lindenberg et al to include a tapered end nose piece 
and detailed structures of the end nose piece as taught by Martinez et al. 

The suggestion/motivation for modifying the sheath and plunger of the implant 
delivery system of Lindenberg et al to include an inner sheath connected to a grip and 
slidably disposed inside the outer sheath, that plunger to be connected to a grip and 
slidably disposed inside the inner sheath, and a spacer between each grip as taught by 
Garza et al would have been to provide an more convenient way of independently 
withdrawing each of the outer and inner sheaths and to permit selected distances to be 
maintained between each grip in the present of the spacers. The suggestion/motivation 
for modifying the distal end of the outer envelope of Lindenberg et al to include a 
tapered end nose piece and detailed structures of the end nose piece as taught by 
Martinez et al would have been to protect the implant from premature deployment and 
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control the deployment of the implant. Until the delivery device reaches a target site, 
the distal end portion of the sheath is softened by exposing to a warm, physiologically 
compatible liquid and opened by the pushing force of the implant and the introducer, 
thereby to allow for retraction of the sheath and deployment of the implant (Martinez et 
al, Col. 3, lines 24-42). Applicant should have noted that the tapered end nose piece 
with slits is old and well-known in the art. For examples, both Johnson et al (US Pat 
No.: 6,596,01 1 ) and Fischell et al (US Pat. No.: 5,634,928) discloses an implant delivery 
device comprising a sheath having a taper end nose piece with slits. Furthermore, it is 
old and well-known that the nose includes a shape memory, which would facilitate the 
withdrawn of the delivery system from body or enable insertion of another implant 
without withdrawing the sheath out of the body. In addition, duplication of the essential 
working parts of a device such as the grips and the spacer involves only routine skill in 
the art. St. Regis Paper Co. v Bemis Co., 193 USPQ 8 

Therefore, it would have been obvious to combine Garza et al and Martinez et al 
with Lindenberg et al to obtain the invention as specified in the instant claims. 

Response to Arguments 
1 1 . Applicant's arguments with respect to claims 1 and 4-17 have been considered 
but are moot in view of the new ground(s) of rejection. 

The recitation "deformable by twisting" is a recitation of intended use. A recitation 
of the intended use of the claimed invention must result in a structural difference 
between the claimed invention and the prior art in order to patentably distinguish the 
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claimed invention from the prior art. If the prior art structure is capable of performing the 
intended use, then it meets the claim. 

Conclusion 

12. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Johnson et al (US Pat No.: 6,596,01 1 ) 

Fischell et al (US Pat. No.: 5,634,928) 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JING RUI OU whose telephone number is (571)270- 
5036. The examiner can normally be reached on 9:00am-5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, UYEN (JACKIE) HO can be reached on 571-272-4696. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/J. O./ 

Examiner, Art Unit 3773 
10/21/2010 

/(Jackie) Tan-Uyen T. Ho/ 

Supervisory Patent Examiner, Art Unit 3773 



